
A C-Y: F 

public 60 ruposed calf ectiun of certain infomatian y the agency. Under the 

ction Act of 1995 (the PRA), Federal agencies are r~qu~~~ to ublish notice in 

co ent in response to e notice. This notice solicits comments on 

it written or electmnie cements on the collection 0 i~f~~at~~~ by [insert date 



s TARY : Under the PRA (44 U.S. -3520), Fed~~a~ 

ust obtain ap~~~va~ f?~rn the Office of ~~ag~rne~t and Bud ) for each 

n they conduct or s~~~s~~. iontf is damped in 44 

.C. 3~~2(3) and 5 CFR 132 .3(c) and ~~~~~des agency requests or req irements that members 

arts, keep records, or pr vide ~~fQ~ati~~ to a . Section 

(44 U.S.C. 3~~6(~)(2)(A)) requires Fed agencies to provi 

~~~ST~~ conceding each reposed ~~~~~~ti~~ of ~~f~~atiu~~ 

lectiun of ~~f~~at~~~~ befure sub 

e&on of information is necessary for the 

wbetber the ~~fu~at~~~ wiE1 have practical ~t~~i~; ( the a~~~a~y of FDA’s 

estimate of the &e vapidity of the 

d asskl tions used; (3) ways to enharxe the q~a~i~~ utili and booty of the 

ion to be c~~~e~ted~ and (4) ways to inimize the burden of 

on respondents, inc uding torus the use of a~tumated cu~l~~ti~~ es, when a~pr~~~ate, 

an 



Control No. 69 1 O-01 88~~-~xtensiQn 

Sectjon 412(e) 0 the Federal Food, Dnt , and Cosmetic AC (the act) (21 U.S.C. 35~a~e~~ 

es that if the ma~ufac~rer of an infant fo~u~a has knowle 

at an inf~t facula y that m~~fa~~rer has le may not 

tempts required in section 4 t2fi) of the act or is ~the~~se 

misbr ed, the m~ufac~~er must p~~rnpt~y motif the Secretary ~f~ealth and turns Semites 

e Secreta~). If the Secrets determines that the infant formula presents a risk to 

head ~fac~re~ must i~~diately take aIf actions Recess to recall sh~~rn~nts of such 

otesale and retail e en&, e~nsiste~t wi reeaff ~e~~at~~~s 

ecretary. Section 4~2~~~2) of the ac shall_ by 

e and extent of recalls of infant facula necessa~ and app riate 

to human health presented y the facula su ect to recall, FDA”s inf~t 

facula recall re~~ati~~s @art 107, s 7, subpart E)) implement these 

sfatufo 

7.23~ requires each recalling Cm to: (1) Ekaluate the hazard to hum 

(2) devise a Gwen recaf strategy (3) promptly ~~t~~ each affected 

sh the istrict office with copies of these 

formula presents a risk to e recalling fim mnst also 

request that each establ~s ent that sells the recalfed facula post (at eint of p~~hase) a notice 

r&de FDA with an FDA approved notice of recall. Se~t~~~ uires 

otify the app~~p~ate FDA d~st~ct office oft e recall by tel~h~ne 



stabs rep at Xeast every 14 days until the ret=all is te~inat~d. Before t~~iuatin~ a recalf, the 

is required to submit a re~~~endat~~n for t~~~nat~~n of the recall to 

riate FDA djst~~t office and wait for written F A conc~encg ( ere the 

~~rnentat~~n is detrained to be deficient, FDA may xeq 

e the extent of the recall, carry out additional effectiveness checks, and issue dit~unal 

1~~.26~). In addition, to facilitate Iocatiun of the ~ruduct being recalled, the 

is requjred to maintain d~st~but~~n records for at feast 1 year after the expiration of 

t facula (0 2. ~7.2~~). 

e repQ~in~ and re~~rdk~ep~n~ requirements described ~rev~Qus~y are desired to 

A to rn~n~t~~ the effectiveness of infant facula recalls in ord 

fa that may be unsafe because of ~~ntarninat~~n or nuti 

I FDA uses the ~nfu~~t~un c~~l~~ted under these re~~ati~n§ 

that such products are quickly and ~f~~~ent~y removed the rn~k~t. If 

ired to provide this ~nf~~at~~n to FDA, abilj~ to ensue that 

cted property would be greatly im 





at there have been three recaXls in the Xast 3 yews, or one recall a~~al~y~ 

w 

issfoner for Pol.iey* 


